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The PS 3000 Digital PhotoSpot System m ,  Picture archiving and communications system is designed 
for clinical applications to allow health care providers to acquire, record, display and publish 
diagnostic images. As such, this device is a Class II device, having Regulation Number: 21 CFRpart 

, Classification Number: &E?!! 3 AA z= 
This summary is submitted in behalf of 

precise Opt i& ! ,  Inc Richard Keen 
239 South Fehr Way, 
Bay Shore NY 1 1706 
Voice phone number-63 1 242 6600 
Fax phone number- 63 1 242 442 1 

This summary is submitted by: 

Compliance Consultants 
1151 Hope Street 
Stamford, Connecticut, 06907 
voice phone number (203) 329 2700) 
f8x phone number (203) 329 2345. 

This device can be described as a Class II diagnostic system that receives an image from an image 
intensifier tube and acquire, record, display and publish diagnostic images using proprietary techniques. 
This device is composed of 
0 

0 

software (that runs in a qualified, ancillary computer>, 
proprietary hardware and software, and a 
CCD Camera that receives the image. 

AU ancillary equipment, which works with this device, is identified as a configured item and tested to 
formal procedures. This device will only be used with specific ancillary equipment, which is tested and 
qualified to work with PS 3000 Digital PhotoSpot System Im. 

The scientific concept on which this device is based that by monitoring images from the image intensified 
tube a valid diagnostic image can be derived and reproduced. 

This device functions by converting an optical (analog) image to a digital image having sufficient 
diagnostic properties as to assist the physician in establishing a diagnosis. 

The intended use of this device is for a trained health care professional to produce a diagnostic image. 
The PS 3000 Digital PhotoSpot System bn uses sophisticated digital signal processing and data 
collectioddisplay techniques to offer the physician or trained health care provider, a reliable, simple tool. 

The PS 3000 Digital PhotoSpot System bn is a high resolution, digital imaging system designed for 
Digital Videography. It is intended to replace conventional film techniques in multipurpose or dedicated 
applications where general fluoroscopy, interventional fluoroscopy and angiography or cardiac imaging 
procedures are performed. 

The PS 3000 Digital PhotoSpot System Im is indicated for use when it is necessary for a trained health 
care professional (for example an Radiologist) to acquire, record, review and distribute a digital image 
from a x-ray image intensifiers in diagnostic imaging chains. 
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The PS 3000 Digital Photospot System tm is a prescription device. The labeling, instructions and user 
operations are designed for trained professionals. 

Precise OpticdPME, Znc. has determined that the PS 3000 Digital Photospot System bn is substantially 
equivalent to the performance of a an existing medical device: 

Patriot, now Gold One, manufactured by Mimed, Inc. of Liverpool, NY13088 (K963037). The 
differences between these systems are incidental and not significant. Both devices use a similar 
technology and principles. 

Precise OpticdPME, Znc has determined that this device is substantially equivalent to the predicate 
device and has these similar technological characteristics: 

both devices use computers and sohare  having analog/digital processing, 
both devices produce diagnostic images, and 
both use computer processing to acquire, store, display and publish diagnose images. 

A series of factory adjustments/calibration tests are conducted to verify the device is accurate can 
maintain calibration over its usehl life. The PS 3000 Digital Photospot System On has benefited from 
design, development, testing and production procedures that conform to Quality Systems. 

n i s  device is safe and effective for the application for which it is intended and has been tested to confirm 
safety and efficacy. Precise @ticdPME, Znc. continues to research all appropriate sources for 
information relating to safety and effectiveness and maintains an in-house reporting system to identi@ 
adverse safety and effectiveness information and as such, applicable data is recorded for this product. 

CERTIFICATION: 
of Safety and Effectiveness applies for the above indicated device. 

Mr. Glen Corso 
President 
Precise OpticdPME, Inc. 
239 South Fehr Way, 
Bay Shore NY 11706 
Voice 631 242 6600 
Fax 63 1 242 4421 
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<$ DEPARTMENT OF HEALTH & HUMAN SERVICES 
8 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Precise OpticsPME, Inc. 
YO Mr. Richard Keen 
Compliance Consultants 
1151 Hope St. 
STAMFORD CT 06907 

Re: KO30061 
Trade/Device Name: PS 3000 Digital 

Regulation Number: 21 CFR 892.1650 
Regulation Name: Image-intensified 

Regulatory Class: I1 
Product Code: 90 JAA 
Dated: December 19,2002 
Received: January 7,2003 

Photospot System 

fluoroscopic x-ray system 

Dear Mr. Keen: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general controls provisions of the Act include requirements for annual registration, listing of 
devices, good rnanufaituring practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act's requirements, including, but not limited to: registration and listing 
(2 1 CFR Part 807); labeling (2 1 CFR Part 80 1); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (sections 53 1-542 of the Act); 2 1 CFR 1000- 1050. 
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This letter will allow you to begin marketing your device as described in your Section 5 10(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Ofice of Compliance at one of the following numbers, based on the regulation 
number at the top of the letter: 

8xx. lxxx (301) 594-4591 
876.2- 3- 4- S x x x  (301) 594-4616 
884.2=, ~ X X X ,  4xro<, 5- ~ X X X  

892.2~- ~ X X X ,  4 m ,  Sxxx 
(301) 594-4616 
(301) 594-4654 

Other (301) 594-4692 

Additionally, for questions on the promotion and advertising of your device, please contact the 
Office of Compliance at (301) 594-4639. Also, please note the regulation entitled, "Misbranding 
by reference to premarket notification" (2lCFR Part 807.97) you may obtain. Other general 
information on your responsibilities under the Act may be obtained fiom the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-fiee number (800) 638-204 1 or 
(30 1) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain.html. 

Sincerely yours, 

U Nancy C. drogdon 
Director, Division of Reproductive, 

Office of Device Evaluation 
Center for Devices and Radiological Health 

Abdominal and Radiological Devices 

Enclosure 



Exhibit 2 
510(KJ Number (If known):&a~61 no 5 1 0 0  number assigned- 

Device Name: - PS 3000 Digital Photospot System tm 

Indications for Use 

The PS 3000 Digital Photospot System bn is a high resolution, digital imaging system designed for 
Digital Videography. It is intended to replace conventional film techniques in multipurpose or 
dedicated applications where general fluoroscopy, interventional fluoroscopy and angiography or 
cardiac imaging procedures are performed. 

The PS 3000 Digital Photospot System bn is indicated for use when it is necessary for a trained health 
care professional (for example an Radiologist) to acquire, record, review and distribute a digital image 
from a x-ray image intensifiers in diagnostic imaging chains. 

The PS 3000 Digital PhotoSpot System bn is a prescription device. The labeling, instructions and user 
operations are designed for trained professionals. 

(PLEASE DO NOT WRITE BELOW THJS LINE-CONTINUE ON ANOTaER PAGE IF NEEDED) 

Use -XXX 

(Optional Format 1-2-96) 

rescription Use 
(Per 21 CFR 801.109) 
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